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Dear Sir: 

Applicants petition the Director to review the Restriction Requirement mailed on May 3, 
2006, in connection with the above application. The Examiner issued a 6-way species sequence 
election, requiring Applicants to elect a single species sequence of the claimed invention for 
prosecution on the merits. These five species sequences are: (a) a polypeptide comprising amino 
acid sequence that is at least 95% identical to SEQ ID NO: 1, (b) a polypeptide comprising amino 
acid sequence that is at least 95% identical to SEQ ID NO: 2, (c) a polypeptide comprising amino 
acid sequence that is at least 95% identical to SEQ ID NO: 3, (d) a polypeptide comprising amino 
acid sequence that is at least 95% identical to SEQ ID NO: 4, '(e) a polypeptide comprising amino 
acid sequence that is at least 95% identical to SEQ ID NO: 5, (f) a polypeptide comprising amino 
acid sequence that is at least 95% identical to SEQ ID NO: 21. 

Applicants elected SEQ ID NO: 3 with traverse and argued that a simultaneous search and 
examination with respect to SEQ ED NOs: 3 and 21 would not impose undue burden. Indeed, the 
amino acid sequence set forth in SEQ ID NO: 21 is a portion of the sequence set forth in SEQ ID 
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NO: 3, and therefore a search of SEQ ID NO: 3 would necessarily encompass a search of SEQ ID 
NO: 21. 

In response, the Examiner acknowledges Applicants' election of the invention of Group I 
and the species election of SEQ ID NO: 3 in the Office Action mailed July 6, 2006. The Examiner 
withdraws claims 94 and 123 as allegedly "being drawn to a nonelected species of invention and 
there being no allowable generic or linking claims." However, the Examiner did not elaborate why 
there are no allowable generic or linking claims and why such species require election. 

First of all, Applicants respectfully traverse this species election requirement on the basis 
that Applicants are claiming a genus claim, rather than any specific species sequence. The 
independent genus claim (e.g., claim 75) is directed to a method comprising: (a) obtaining a 
biological sample from said subject; (b) detecting in the biological sample at least one secreted 
ColoUp2 polypeptide selected from the group consisting of: a) a secreted polypeptide produced by 
the expression of the nucleic acid having the sequence of SEQ ED NO: 5 , and b) a secreted 
polypeptide having the amino acid sequence of SEQ ID NO: 3, wherein the presence of said at least 
one secreted ColoUp2 polypeptide indicates that the subject is likely to have a colon neoplasm. 
Applicants submit that the underlined phrase in claim 75 is not limited to any specific secreted 
ColoUp2 species sequence. The specification amply teaches some of the exemplary secreted 
ColoUp2 polypeptides (e.g., SEQ ID NOs: 3 and 21) produced by the expression of the ColoUp2 
nucleic acid (SEQ ID NO: 5) (see, e.g., page 34, lines 3-21; Figures 2, 36, 38, 39, and 41). Thus, it 
is inappropriate for the Examiner to restrict the claimed invention to a single species sequence (SEQ 
ID NO: 3) in a broader claimed genus, because doing so amounts to using the Restriction 
Requirement to limit the scope of the broadest independent claim that has not yet been examined on 
the merits. 

Contrary to the Examiner's assertion, Applicants submit that claim 75 is a generic claim 
linking all elected and non-elected species. Pursuant to MPEP 809.04, "[i]f a linking claim is 
allowed, the examiner must thereafter examine species if the linking claim is generic thereto, or he 
or she must examine the claims to the non-elected inventions that are linked to the elected invention 
by such allowed linking claim." Thus, restrictions imposed on species encompassed by generic 
claims must be withdrawn upon indication of an allowable generic claim (MPEP 809). In other 
words, upon the allowance of a generic claim, Applicants are entitled to consideration of claims to 
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additional species which are written in dependent form or otherwise include all the limitations of an 
allowed generic claim as provided by 37 C.F.R. § 1.141 (MPEP 809.02(a)). The burden is on the 
Examiner to examine these generic claims throughout their scope, together with any claims 
dependent thereon drawn to non-elected species or inventions, rather than for Applicants to limit the 
scope of the generic claims to conform to the scope of any species or inventions listed in the 
Restriction Requirement. 

Further, the species divided by the Restriction Requirement are not necessarily mutually 
exclusive, because the amino acid sequence of SEQ ED NO: 21 is a carboxyl terminal portion of the 
sequence of SEQ ID NO: 3. As a matter of fact, both SEQ ED NO: 3 and SEQ ID NO: 21 can be 
simultaneously detected as an 85 KD and a 55 KD secreted ColoUp2 polypeptides, respectively 
(e.g., Figures 36 and 38). Pursuant to MPEP 806.04(f): "Where two or more species are claimed, a 
requirement for restriction to a single species may be proper if the species are mutually exclusive. . . 
to require restriction between claims limited to species, the claims must not overlap in scope." 
Therefore, the species election is improper. As a result, electing one "species" does not necessarily 
allow the Examiner to omit searching claims directed to other "species," since those claims still read 
on the elected species. 

In addition, regarding certain species sequences closely related to the elected SEQ ID NO: 3, 
Applicants submit that there is no undue search burden on the Examiner to perform a search to 
cover claims directed to such related species (e.g., SEQ ID NO: 21). These closely-related species 
sequences share common structural and functional features. A simultaneous search of these species 
can be made without additional search burden, since searching the sequence of SEQ ID NO: 3 
would necessarily entail searching the related sequences such as SEQ ID NO: 21. Pursuant to 
MPEP 803, "[i]f the search and examination of an entire application can be made without serious 
burden, the examiner must examine it on the merits, even though it includes claims to independent 
or distinct inventions." Thus, no serious search burden will result if the Restriction Requirement is 
withdrawn, especially between SEQ ID NOs: 3 and 21. 

Finally, Applicants point out that the Examiner has indicated in the Office Action mailed 
July 6, 2006 that claims 75, 84-91, and 95-106 may be rejoined later during prosecution (page 8, 
lines 2-5). Specifically, the Examiner stated: 



10538292J 



3 



Application No. 10/649,591 



Attorney Docket No. CWRU-P03-003 



Claims 75, 84-91, and 95-106 are objected to because the claims are directed in the 
alternative to the subject matter of a non-elected invention. Nonetheless, because the 
claimed subject matter may be rejoined later during prosecution, Applicant need not 
remedy this issue at the present time." 

In the telephonic interview dated March 16, 2007, the Examiner acknowledged that the 
claims are in condition for allowance if limited to the elected species SEQ ID NO: 3. Applicants 
submit that it is time for the Examiner to rejoin all the claims directed to the non-elected sequences 
(e.g., SEQ ID NO: 21) for the reasons as described above. 

For the reasons stated above, Applicants respectfully petition the Director to review and 
withdraw the above-referenced Restriction Requirement. 



Please address any questions raised by this submission to the undersigned at 617-951-7000. 
Applicant believes no fee is due with this response. However, if a fee is due, please charge our 
Deposit Account No. 18-1945, under Order No. CWRU-P03-003. 



CONCLUSION 



Dated: May 22, 2007 




Registration No.: 54,144 
ROPES & GRAY LLP 
One International Place 
Boston, Massachusetts 02110-2624 
(617) 951-7000 
(617) 951-7050 (Fax) 
Attorney For Applicant 
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